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(6) Adequate assurance exists that
parole boards will not take into ac-
countaprisoner’sparticipationinthe
researchinmakingdecisionsregarding
parole, andeachprisonerisclearlyin-
formedinadvancethatparticipationin
theresearchwillhave noeffectonhis
orherparole;and

(7) Where the Board finds there may
beaneedforfollow-upexaminationor
care of participants after the end of
their participation, adequate provision
hasbeenmadeforsuchexaminationor
care, taking into account the varying
lengths of individual prisoners’ sen-
tences, and for informing participants
ofthisfact.

(b) The Board shall carry out such
otherdutiesasmaybeassignedbythe
Secretary.

(c) The institution shall certify to
the Secretary, insuch form and man-
nerastheSecretarymayrequire, that
thedutiesofthe Boardunderthissec-
tionhavebeenfulfilled.

§46.306 Permitted research involving
prisoners.

(a)Biomedicalorbehavioralresearch
conducted or supported by DHHS may
involveprisonersassubjectsonlyif:

() Theinstitutionresponsibleforthe
conductoftheresearchhascertifiedto
the Secretary that the Institutional
Review Board has approved the re-
search under § 46.305 of this subpart;
and

(2) Inthe judgment of the Secretary
the proposed research involves solely
thefollowing:

(i) Study of the possible causes, ef-
fects, and processes of incarceration,
andofcriminalbehavior,providedthat
thestudy presentsnomore thanmini-
mal risk and no more than inconven-
iencetothesubjects;

(ii) Study of prisons as institutional
structures or of prisoners as incarcer-
ated persons, provided that the study
presents no more than minimal risk
andnomorethaninconveniencetothe
subjects;

(iii) Research on conditions particu-
larly affectingprisonersasaclass (for
example, vaccine trials and other re-
search on hepatitis which is much
more prevalent in prisons than else-
where; andresearchonsocialandpsy-
chological problems such as alcohol-
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ism, drug addiction and sexual as-
saults) provided that the study may
proceed only after the Secretary has
consulted with appropriate experts in-
cluding experts in penology medicine
andethics,andpublishednotice,inthe
FEDERAL REGISTER.ofhisintenttoap-
provesuchresearch;or

(iv)Researchonpractices,bothinno-
vativeandaccepted.whichhavethein-
tent andreasonable probability of im-
provingthehealthorwell-beingofthe
subject.Incasesinwhichthosestudies
require the assignment of prisoners in
amannerconsistentwithprotocolsap-
proved by the IRB to control groups
which may not benefit from the re-
search, the study may proceed only
aftertheSecretary hasconsultedwith
appropriate experts, including experts
in penology medicine and ethics, and
published notice, in the FEDERAL  REG-
ISTER, ofhisintenttoapprovesuchre-
search.

(b) Except as provided in paragraph
(a)ofthissection,biomedicalorbehav-
ioral research conducted or supported
byDHHSshallnotinvolveprisonersas
subjects.

Subpart D—Additional Protections
for Children involved as Sub-
jectsinResearch

SOURCE:48FR9818,Mar 8,1983, unlessoth-
erwisenoted.

§46.401 To what do these regulations
apply?

(a) This subpart applies to all re-
search involving children as subjects,
conductedorsupported by the Depart-
mentofHealthandHumanServices.

(1) This includes research conducted
by Departmentemployees, except that
each head of an Operating Division of
the Department may adopt such non-
substantive, procedural modifications
asmaybeappropriatefromanadmin-
istrativestandpoint.

(2) It also includes research con-
ductedorsupportedbytheDepartment
of Healthand Human Services outside
the United States, but in appropriate
circumstances, the Secretary may,
under paragraph (e) of §  46.101 of Sub-
partA,waivetheapplicabilityofsome
oralloftherequirementsofthesereg-
ulationsforresearchofthistype.
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(b) Exemptions at § 46.101(b)(1) and
(b)(3) through (b)(6) are applicable to
this subpart. The exemption at
§46.101(b) (2)regardingeducationaltests
isalsoapplicabletothissubpart. How-
ever,theexemptionat§ 46.101(b)(2) for
researchinvolvingsurveyorinterview
proceduresorobservationsofpublicbe-
havior does not apply toresearch cov-
ered by this subpart, except for re-
search involving observation of public
behavior when the investigator(s) do
not participate in the activities being
observed.

(c) The exceptions, additions, and
provisionsforwaiverastheyappearin
paragraphs (c) through (i) of § 46.101 of
Subpart A are applicable to this sub-
part.

[48FR9818,Mar.8,1983; 56 FR 28032, Junel8,
1991;56FR29757. June28,1991]

§46.402 Definitions.

Thedefinitionsin§ 46.102 of Subpart
Ashallbeapplicabletothissubpartas
well. In addition, as used in this sub-
part:

(a) Children arepersonswhohavenot
attained the legal age for consent to
treatments or procedures involved in
theresearch. under the applicable law
of the jurisdiction in which the re-
searchwillbeconducted.

(b) Assent meansachild'saffirmative
agreement to participate in research.
Mere failure to object should not, ab-
sent affirmative agreement, be con-
struedasassent.

(c) Permission meanstheagreementof
parent(s) or guardian to the participa-
tionoftheirchildorwardinresearch.

(d) Parent meansachild’s biological
oradoptiveparent.

(e) Guardian meansanindividualwho
isauthorizedunderapplicableStateor
local law to consent on behalf of a
childtogeneralmedicalcare.

§46.403 IRBduties.

In addition to other responsibilities
assigned to IRBsunder thispart, each
IRB shall review research covered by
thissubpartandapproveonlyresearch
whichsatisfiestheconditionsofallap-
plicablesectionsofthissubpart.

§46.406

§46.404 Research not involving great-
erthanminimalrisk.

HHSwillconductorfundresearchin
which the IRB finds that no greater
than minimal risk to children is pre-
sented, only if the IRB finds that ade-
quate provisions are made for solicit-
ing the assent of the children and the
permission of their parents or guard-
ians,assetforthin§ 46.408.

§46.405 Research involving greater
than minimal risk but presenting
theprospectofdirectbenefit tothe
individualsubjects.

HHSwillconductorfundresearchin
which the IRB finds that more than
minimal risk to children is presented
by an intervention or procedure that
holdsout theprospectofdirectbenefit
fortheindividualsubject,orbyamon-
itoringprocedurethatislikelytocon-
tributetothesubject'swell—being.only
iftheIRBfindsthat:

(a) Theriskisjustifiedbytheantici-
patedbenefittothesubjects:

(b) The relation of the anticipated
benefittotheriskisatleastasfavor-
able to the subjects as that presented
by available alternative approaches;
and

(c) Adequateprovisions are made for
soliciting the assent of the children
and permission of their parents or
guardians,assetforthin§  46.408.

§46.406 Research involving greater
than minimal risk and no prospect
of direct benefit to individual sub-
Jjects, but likely to yield generaliz-
able knowledge about the subject’s
disorderorcondition.

HHSwillconductorfundresearchin
which the IRB finds that more than
minimal risk to children is presented
by an intervention or procedure that
doesnotholdouttheprospectofdirect
benefitfortheindividualsubject,orby
a monitoring procedure which is not
likely to contribute to the well-being
of the subject, only if the IRB finds
that:

(a) The risk represents a minor in-
creaseoverminimalrisk;

(b) The intervention or procedure
presents experiences to subjects that
are reasonably commensurate with
those inherent in their actual or ex-
pected medical, dental, psychological,
social.oreducationalsituations:;
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(c) The intervention or procedure is
Iikelytoyieldgeneralizableknowledge
about the subjects’ disorder or condi-
tion which is of vital importance for
the understanding or amelioration of
thesubjects'disorderorcondition:and

(d) Adequate provisions are made for
soliciting assent of the children and
permission of their parents or guard-
ians.assetforthing§ 46.408.

§46.407 Research not otherwise ap-
provable which presents an oppor-
tunitytounderstand,prevent,oral-
leviate a serious problem affecting
thehealthorwelfareofchildren.

HHS will conduct or fund research
that the IRB does not believe meets
therequirementsof§ 46.404,§ 46.405, or
§46.406onlyif:

(a) The IRB finds that the research
presents a reasonable opportunity to
further the understanding, prevention,
oralleviation of aserious problem af-
fecting the health or welfare of chil-
dren;and

(b) TheSecretary, afterconsultation
withapanelofexpertsinpertinentdis-
ciplines (for example: science, medi-
cine, education, ethics, law) and fol-
lowing opportunity for public review
andcomment,hasdeterminedeither:

(1) Thattheresearchinfactsatisfies
the conditions of § 46.404, § 46.405, or
§46.406.asapplicable.or

(2) Thefollowing:

(i) Theresearchpresentsareasonable
opportunity tofurthertheunderstand-
ing.prevention,oralleviationofaseri-
ous problem affecting the health or
welfareofchildren;

(ii) Theresearchwillbeconductedin
accordance with sound ethical prin-
ciples;

(iii) Adequate provisions are made
forsolicitingtheassentofchildrenand
the permission of their parents or
guardians,assetforthin§  46.408.

§46.408 Requirements for permission
by parents or guardians and for as-
sentbychildren.

(a) Inadditiontothedeterminations
required under other applicable sec-
tionsofthissubpart, theIRBshallde-
termine that adequate provisions are
made for soliciting the assent of the
children, when in the judgment of the
IRBthechildrenarecapableofprovid-
ing assent. In determining whether
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children are capable of assenting, the
IRB shall take into account the ages,
maturity, and psychological state of
the children involved. This judgment
may be made forallchildren tobe in-
volved in research under a particular
protocol, or foreach child. as the IRB
deems appropriate. If the IRB deter-
mines that the capability of some or
all of the children is so limited that
theycannotreasonablybeconsultedor
that the intervention or procedure in-
volvedintheresearchholdsoutapros-
pectofdirectbenefitthatisimportant
tothehealthorwell-beingofthechil-
dren and is available only in the con-
text of theresearch, the assent of the
children is not a necessary condition
forproceedingwiththeresearch. Even
wheretheIRBdeterminesthatthesub-
Jectsarecapableofassenting, the IRB
maystillwaivetheassentrequirement
under circumstances in which consent
maybewaivedinaccordwith§ 46.1160f
SubpartA.

(b) Inadditiontothedeterminations
required under other applicable sec-
tionsofthissubpart. theIRBshallde-
termine,inaccordancewithandtothe
extent that consent is required by
§46.1160fSubpartA,thatadequatepro-
visionsaremadeforsolicitingtheper—
mission of each child's parents or
guardian. Whereparental permissionis
tobeobtained, the IRB may find that
the permission of one parent is suffi-
cient for research to be conducted
under§ 46.404or§ 46.405. Whereresearch
is covered by §§ 46.406 and 46.407 and
permissionis tobeobtained from par-
ents.bothparentsmustgivetheirper-
mission unless one parent is deceased.,
unknown, incompetent, or not reason-
ablyavailable,orwhenonlyoneparent
has legal responsibility for the care
andcustodyofthechild.

(c) In addition to the provisions for
waiver containedin§ 46.116 of Subpart
A, if the IRB determines that a re-
search protocol is designed for condi-
tions or for a subject population for
which parentalor guardian permission
isnotareasonablerequirementtopro~
tect the subjects (for example, ne-
glected or abused children), it may
waivetheconsentrequirementsinSub-
partAofthispartandparagraph (b)of
this section, provided an appropriate
mechanism forprotectingthe children
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whowill participate assubjectsinthe
research is substituted, and provided
further that the waiver is not incon-
sistentwithFederal.stateorlocallaw.
The choice of an appropriate mecha-
nism would depend upon the nature
and purpose of theactivitiesdescribed
in the protocol, the risk and antici-
pated benefit totheresearchsubjects,
and their age, maturity, status, and
condition.

(d) Permission by parents or guard-
iansshallbedocumentedinaccordance
with and to the extent required by
§46.1170fSubpartA.

(e) WhentheIRBdeterminesthatas-
sentisrequired,itshallalsodetermine
whetherand how assent mustbedocu-
mented.

§46.409 Wards.

(a) Children who are wards of the
stateoranyotheragency,institution,
or entity can be included in research
approvedunder§ 46.406or§ 46.407onlyif
suchresearchis:

(1) Related to their status as wards;
or

(2) Conductedinschools, camps, hos-
pitals.institutions, orsimilarsettings
in which the majority of children in-
volvedassubjectsarenotwards.

(b) If the research is approved under
paragraph (a) of this section, the IRB
shall require appointment of an advo-
cateforeachchildwhoisaward,inad-
dition to any other individual acting
onbehalfofthechildasguardianorin
locoparentis.Oneindividualmayserve
as advocate for more than one child.
The advocate shall be an individual
whohasthebackgroundandexperience
toactin,andagreestoactin,thebest
interests of the child for the duration
of the child’s participation in the re-
searchandwhoisnotassociatedinany
way (except intheroleasadvocateor
memberoftheIRB)withtheresearch,
theinvestigator(s),ortheguardianor-
ganization.

PART 50—U.S. EXCHANGE VISITOR
PROGRAM—REQUESTFORWAIV-
ER OF THE TWO-YEAR FOREIGN
RESIDENCEREQUIREMENT

Sec.
50.1 Authority.
50.2 ExchangeVisitorWaiverReviewBoard.

§50.2
50.3 Policy.
50.4 Procedures for submission of applica-
tiontoHHS.

50.5 Personalhardship,persecutionandvisa
extensionconsiderations.
50.6 Releasefromforeigngovernment.

AUTHORITY: 75 Stat. 527 (22 U.S.C. 2451 et
seq.);84Stat.116(8U.S.C.1182(e)).

SOURCE: 49 FR 9900, Mar. 16, 1984, unless
otherwisenoted.

§50.1

Under the authority of Mutual Edu-
cationaland Cultural Exchange Actof
1961 (75Stat. 527) and the Immigration
and Nationality Act as amended (84
Stat. 116), the Department of Health
and Human Services is an "'interested
United States Government agency’
withtheauthoritytorequesttheUnit-
ed States Information Agency to rec-
ommendtotheAttorneyGeneralwaiv-
erofthetwo-yearforeignresidencere-
quirement for exchange visitors under
the Mutual Educational and Cultural
ExchangeProgram.

Authority.

§50.2 ExchangeVisitor Waiver Review
Board.

(a) Establishment. TheExchange Visi-
torWaiverReviewBoardisestablished
tocarry out the Department’s respon-
sibilities under the Exchange Visitor
Program.

(b) Functions. The Exchange Visitor
WaiverReviewBoardisresponsiblefor
makingthoroughandequitableevalua-
tions of applications submitted by in-
stitutions,actingonbehalfofexchange
visitors, totheDepartmentofHHS for
a favorable recommendation to the
UnitedStatesInformationAgencythat
thetwo-yearforeignresidencerequire-
ment for exchange visitors under the
Exchanges Visitor Programbe waived.

(c) Membership. TheExchangeVisitor
Waiver Review Board consists of no
fewer than three members and two al-
ternates, of whomnofewer than three
shall consider any particular applica-
tion. The Director of the Office of
International Affairs,OfficeoftheSec-
retary, is an ex officio member of the
BoardandservesasitsChairman. The
Directormaydesignateastaffmember
of the Office of the Secretary toserve
asmemberandChairmanofthe Board
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